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earned patent term adjustment. See 37 CFR 1 .704(b). 
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DETAILED ACTION 

Information Disclosure Statement 
The information disclosure statements (IDS) submitted on 12 May 2004, 17 June 2004, 
02 November 2005, and 07 November 2005 are in compliance with the provisions of 37 
CFR 1.97. Accordingly, the examiner has considered the information disclosure statements. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-46 are rejected under 35 U.S.C. 103(a) as being unpatentable over Stainmesse 
et al (U.S. Patent No. 5,133,908) in view of Cima et al (U.S. Patent Application Publication No. 
US 2002/0048610) 

The Stainmesse et al patent teaches methods of producing nanoparticles comprising first, 
preparing a liquid phase consisting essentially of a solution of the substance in a solvent or in a 
mixture of solvents to which may be added one or more surfactants; second, preparing a second 
liquid phase consisting essentially of a non-solvent or a mixture of non-solvents for the substance 
and to which may be added one or more surfactants, the non-solvent or the mixture of non- 
solvents for the substance being miscible in all proportions with the solvent or the mixture of 
solvents for the substance; third, adding one of the liquid phases prepared in first or second step 



Application/Control Number: 10/696,384 Page 3 

Art Unit: 1618 

to the other with moderate stirring so as to produce a colloidal suspension of nanoparticles of the 
substance; and fourth, if desired, the removal of all or part of the solvent or the mixture of 
solvents for the substance and of the non-solvent or the mixture of non-solvents for the substance 
so as to produce a colloidal suspension of nanoparticles of the desired concentration or to 
produce a powder of nanoparticles (See Abstract; Column 2, Lines 32-52; and Claim 1). Various 
organic compounds may serve as the substance in the disclosed process, including polymers, 
waxes, biologically active substances, or pigments (See Column 2, Line 60 to Column 3, Line 
38). 

The Stainmesse et al patent does not teach the use of seeds in the preparation of particles 
or of suspensions comprising such particles. 

The Cima et al publication discloses various method steps used to produce crystals of a 
particular substance possessing certain desired characteristics (See Abstract). Various 
components that assist in the disclosed methods are disclosed. The addition of non-solvents to 
influence the growth of crystals is disclosed (See Sections [01 14] and [01 15]). The use of 
various additives, such as surfactants, solvents, seed crystals, impurities, and other excipients is 
disclosed for the purpose of promoting or controlling nucleation and for influencing various 
crystal properties, such as crystal habit, polymorphic form, and particle size (See Sections [0014] 
to [0028], and [01 19] to [0132]). The role of adjusting processing parameters for the purpose of 
influencing the product created by the disclosed methods is also disclosed. Such parameters 
include temperature, and its influence in altering the state of saturation; time, particularly its role 
in "ageing"; pH, and its role in determining the physical state and properties of the solid phase; 
and concentration, particularly the role of supersaturation in influencing the nucleation and 
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growth rate of crystals. Various processing steps are also disclosed, including stirring, filtering, 
centrifuging, and the input of various types of energy, such as mechanical stimulation, 
ultrasound, and laser energy (See Sections [0182] to [0185] and [0188] to [0194]). The 
induction of nucleation by various process steps is disclosed, such as the input of energy, the 
addition of surfactants, and the alteration of the state of saturation. The induction of 
precipitation by various process steps is disclosed as well, including the addition of a non-solvent 
(See Sections [0201] to [0207]). Various analytical methods are also disclosed, including 
differential scanning calorimetry, or DSC (See Section [0266]). Various pharmaceuticals, 
suitable for the disclosed methods are also listed, itraconazole among them (See Section [0088], 
particularly Page 7, 1 st Column, 4 th Line). 

It would be obvious to one of ordinary skill in the art to combine the teachings of 
Stainmesse et al and Cima et al. into the objects of the instantly claimed invention. One of 
ordinary skill would be motivated to modify the disclosure of Stainmesse et al in view of Cima 
et al in order to gain greater control of product characteristics, including size and morphology. 
It is the position of the examiner that one of ordinary skill would be able to use the disclosure of 
the prior art to create suspensions and particles in accordance with the instantly claimed 
invention through routine experimentation, with a reasonable expectation of success. Thus, the 
instantly claimed invention is prima facie obvious. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
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is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In reLongU 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claims 1-46 are rejected under the judicially created doctrine of obviousness-type double 
patenting as being unpatentable over Claims 1-108 of U.S. Patent No. 6,607,784; Claims 1-99 of 
U.S. Patent No. 6,869,617; Claims 1-84 of U.S. Patent No. 6,951,656; and Claims 1-97 of U.S. 
Patent No. 6,884,436. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because all sets of claims are substantially drawn to processes for 
preparing submicron-sized particles of an organic or pharmaceutical compound, which involves 
dissolving an organic compound in a water-miscible first solvent, mixing the resulting solution 
with a second solvent to define a pre-suspension, and adding energy to the mixture. 



Claims 1-46 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over allowed Claims 1-15 and 18-21 of 
copending Application No. 09/874,499 and Claims 1-108 of copending Application No. 
10/246,802. Although the conflicting claims are not identical, they are not patentably distinct 
from each other because all sets of claims are substantially drawn to processes for preparing 
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submicron-sized particles of an organic or pharmaceutical compound, which involves dissolving 
an organic compound in a water-miscible first solvent, mixing the resulting solution with a 
second solvent to define a pre-suspension, and adding energy to the mixture. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Simon J. Oh whose telephone number is (571) 272-0599. The 
examiner can normally be reached on M-F 8:30 am to 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571) 272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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